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MASTER LABEL FOR BST Protectant RTU 50 . PAGE 4

« Upholstery made of acetates, acrylics, cotton, fiberglass, nylon, polyester, polyethylene, polyolefins, vo_<vqov<_m:m rayon, spandex,
vinyl, wool
¢ Vacuum cleaner bags and 268
» Vinyl paper-wallpaper for non-food contact surfaces
o Disposable wiping cloths that can be used for multiple purposes such as dusting or washing furniture, cars, walls, windows, floors,
" appliances, dishes, counter tops; the wiping cloths do not impart pesticide properties
o« Women'’s hosiery
¢ Women’s intimate apparel

DIRECTIONS FOR USE
Approved commercial applications in homes, offices, automobiles m:n institutions
e.g., schools, hospitals, daycare centers, churches, correctional facilities

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Wear protective eyewear (goggles or face shield)
and gloves when using this product. Dry treated areas and articles such as clothing before use. Remove children and pets from treated area
until completely dry. Clean surfaces prior to application.

The active ingredient in BST Protectant RTU 50 is effective against odor causing bacteria, bacteria which cause staining and discoloration,
fungi (mold and mildew) and algae as a static agent. BST Protectant RTU 50 can be used as a final cmoﬁm:o&m:o finish on the following
items to impart bacteriostatic/fungistatic (mold and mildew) and algaestatic activity.

Air filters for furnaces, air-conditioners, air purification devices, automobiles, recirculating air handling systems
Air filters/materials

Aquarium filter material

Bed sheets, blankets, and bedspreads

Buffer pads (abrasive and vo__m:_:@v

Carpets and draperies

Fiberfill for upholstery, sleeping bags, apparel, where the fiber is cotton, natural aoé: nylon, polyester, rayon, or wool
Fiberglass ductboard

Fire hose fabric

Humidifier belts

Mattress pads and ticking

Men’s underwear and outerwear

Non-woven polyester .

Outerwear apparel (jackets, sweaters, sweatshirts, oomﬁm raincoats, overcoats, jerseys, ponchos)
Polyurethane and cellulose foam for household, industrial, and institutional sponges and mops
Polyurethane and polyethylene foam, when covered

Polyurethane foam for packaging and cushioning in non-food contact applications

Polyurethane foam used as a growth medium for non-food crops and plants

Roofing materials - defined as shingles, roofing granules, wood shakes, felt, stone and synthetic overcoats
Sand bags, tents, tarpaulins, sails, and ropes

Athletic and casual shoes

Shoe insoles A ‘ . ‘
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MASTER LABEL FOR BST Protectant RTU 50 PAGE 9

Provides an invisible microbiostatic coating to inhibit the growth of odor causing bacteria, bacteria which cause staining and discoloration,
fungi (mold and mildew), and algae.

Prevents deterioration caused by bacteria and fungi (mold and mildew).

Inhibits deterioration caused by bacteria.

Resists development of microbial odors.

Resists development of stains and discoloration due to bacteria.

Resists development of stains due to fungi (mold and mildew).

Resists stains due to algae.

Resists development of microbial odors, stains and discoloration due to bacteria, fungi (mold and mildew), and algae.

Provides/creates an invisible barrier to inhibit the growth of odor causing bacteria.

Provides/creates an invisible barrier to inhibit the growth of bacteria which cause staining and discoloration.

Provides/creates.an invisible barrier to inhibit the growth of fungi (mold and mildew).

Provides/creates an invisible barrier to inhibit the growth of algae.

Provides/creates an invisible barrier to inhibit the growth of odor causing bacteria, bacteria which cause staining and discoloration, fungi
- (mold and mildew), and algae.

Inhibits the growth of odor causing bacteria between cleanings.

inhibits the growth of bacteria which cause staining and discoloration between cleanings.

Inhibits the growth of fungi (mold and mildew) between cleanings.

Inhibits the growth of algae between cleanings. .

Inhibits the growth of odor causing bacteria which cause staining and discoloration, fungi (mold and mildew), and algae between cleanings.

Mold, mildew, odor protector and inhibitor.

BST Protectant RTU 50 is an antimicrobial agent effective against odor causing bacteria.

BST Protectant RTU 50 is an antimicrobial agent effective against bacteria which cause staining and discoloration.

BST Protectant RTU 50 is an antimicrobial agent effective against fungi (mold and mildew).

BST Protectant RTU 50.is an antimicrobial agent effective against algae. -

BST Protectant RTU 50, an antimicrobial agent, controls the source of odors on surfaces in the home, in the bathroom, in the kitchen.

Bacteriostatic, fungistatic (mold-and mildew), algaestatic.

BST Protectant RTU 50, an antimicrobial agent, inhibits smelly odors caused by mold and mildew that can grow even in the cleanest of homes.

BST Protectant RTU 50, an antimicrobial agent, inhibits the growth of odor causing bacteria.
Effective on hard non-porous washable bathroom and kitchen surfaces and fixtures around the home.
Effective on modem hard non-porous washable surfaces made of fiberglass, glazed porcelain, Formica®, stainless steel, mvsﬁmﬁ_o Bm_d_m
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NOTE TO THE JACKET
75497-1, -2, -3, -4, -5, -7, -8

8/26/03

Once the active ingredient name has been corrected for this product, the
correct PC code must be assigned. This PC code should be in agreement with
48737-1.

o
Tracy Lantz
Team 31
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

The active ingredient in BST Protectant Concentrate C15 is effective against odor causing
bacteria, bacteria which causes staining and discoloration, fungi (mold and mildew) and algae
as a static agent.

BST Protectant Concentrate C15 can be used as a final bacteriostatic finish on the following
items to impart bacteriostatic/fungistatic activity.

Air filters for furnaces, air conditioners, air purification devices, automobiles, recirculating air
handling systems

Air filters/materials

Aquarium filter material

Bed sheets, blankets, and bedspreads

Buffer pads (abrasive and polishing)

Carpets and draperies

Fiberfill for upholstery, sleeping bags, apparel, where fiber is cotton, natural down, nylon,
polyester, rayon or wool

Fiberglass ductboard

. Fire hose fabric

Humidifier belts

Mattress pads and ticking

Men's underwear and outerwear

Non-woven polyester

Outerwear apparel (jackets, sweaters, sweatshirts, coats, raincoats, overcoats, jerseys, ponchos)

Polyurethane foam for household, industrial, and institutional sponges and mops

Polyurethane and polyethylene foam when covered

Polyurethane foam for packaging and cushioning in non-food contact applications

Polyurethane foam used as a growth medium for non-food crops and plants

Roofing materials-defined as shingles, roofing granules, wood shakes, felt, stone and synthetic
overcoats

Sand bags, tents, tarpaulins, sails, and ropes

Athletic and casual shoes

. Shoe insoles

Shower curtains

Socks comprised of nylon, nylon/orlon, cotton/nylon, linen/Lycra,
acrylic/polypropylene/nylon/Lycra, wool/silk/nylon/Lycra and wool/acrylic/nylon/Lycra

Throw rugs

Toweling made of 100% cotton, 100% polyester, and blends of the two fibers

Toilet tank and seat covers

Umbrellas

Upholstery made of acetates, acrylics, cotton, fiberglass, nylon, polyester, polyethylene,

polyolefins, polypropylene, rayon, spandex, vinyl, and wool

Vacuum cleaner bags and filters

Vinyl paper-wallpaper for non-food contact surfaces

Disposable wiping clothes that can be used for multiple purposes such as dusting or washing
furniture, cars, walls, windows, floors, appliances, dishes, counter tops; the wiping

clathes do not impart pesticide proJRYNRURRENCES
SYMBOL
--------------------------------- sssfsssssssssssssvssrshosssatssnssrsssnsfesssmencssansasisfeassannvanasnssssfesssncsncsnacs o
wR"mE ........ asastsasssnaw
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Women's hosiery
Women's intimate apparel”

D. Add the following statement to page seven in the directions to treat tents, tarpaulins,
sails, and ropes by the dip/soak method: “7est staining and color-fastness of fabric by treating
and drying a small concealed area prior to application.”

E. Delete the final “Container Disposal” statement: “Securely wrap in original container in
several layers of newspaper and discard in trash.” as this language is a duplicate of previous
language in this section.

2. Submit two ( 2 ) copies of your final printed labeling before you release the product for
shipment.

A stamped copy of the labeling is enclosed for your records. Should you have any
questions concerning this letter please contact Tracy Lantz at (703) 308-6415.

Sincerely,

oy

Velma Noble

Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510C)

Enclosure: Stamped Label
7510C:T.Lantz:1/17/01:70871-4a
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o s . ‘ - United States ’ $ Heglstration OPP Identifier Number
\v’EPA Environmental Protection Agency Amendment 2 7,52 58
Washi C 20460 " - b, y
\ -uhmgton, DC 2 Other Z T o
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
N Restricted
4. Company/Product (Name) PM# D e D e
5. Name and Address of Applicant /include ZIR Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
) (b)(i), my product is similar or identical in composition and labeling
to: ;
EPA Reg. No. :
D Check if this is 8 new address * Product Name
Section - I
D Amendment - Explain below. X Final printed labels in response to
\ Agency letter dated
D Resubmission in response to Agency letter dated \ D "Me Too™ Application.
m Notification - Explain below. ."-._. D Other - Explain below.
\ v
Explanation: Use additional pagel(s) if necessary. (For section | ;{Id Section Il.) ,,-/ ‘
\
\.
\
\-. _
Y
\ 7,
\ /
Section - Il
1. Material This Product Will Bs Packaged In: Tl Y
Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
\
B Yes® B Yes ’H Yes ‘\ Metal
. Plastic
No No / No \L Glass
- ‘ If "Yes" No. per,” If "Yes" \  No. per Paper
* Certification must | nit Packagi ; Pack \ i ;
ging wgt. container ackage wgt container Other (Specify)
submitted a l\\
% Location of Net Contents Information 4, Size(s) Retail Container \'._ S. Location of Label Directions
/ \ On Label
D Label D Container \ On Labeling acocompanying product
6. Manner in Which Label is Affixed to Product” Lithograph ﬁ\ Other
Paper glued \
7 Stenciled \
i Section - IV
1. Contact Point [Complete items di{dgtfy below for identification of individual to be contacted, if necessary, to process this spplication.)
\
Name ¥ Title Telephone No. (Include Area Code)
Certification 6. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. Received
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped)
both under applicable law.
2. Signature 3. Title
4. Typed Name 5. Date
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

page 2
EPA Reg. No. 70871-4

3. This product has been registered as a microbiostatic agent
for materials preservation only; neither this product, nor articles
treated with this product, may state or imply any public health
claims.

4., Articles or substances treated with this product will be
exempt from FIFRA regulation pursuant to 40 CFR 152.25(a) only if
the intended use for incorporating this material into the treated
article or substance is for protection of the article or substance

itself.
The following comments apply to the master label.
1. On page one, increase the font size of the asterisk (¥*)
. after “Microbiostatic Agent” and before “A microbiostatic agent is

an agent that inhibits...”

2. On page two, include the phrase “For Residential Use
Only."”

3. On page three in the section describing the use of this
product on carpeting, revise the statement to read “Test staining
and color-fastness of carpets by treating and drying a small
concealed area prior to application.” deleting the phrase “fabric
and”.

4, On page six delete the series of statements which begin
“Molecularly bonds to...”. These statements are unacceptable
because they imply that a true chemical bond occurs between the
substrate (fabric, carpet, upolstery or other surface)and your

. product.

5. On pages six and seven revise the statements which begin
“Provides/creates an invisible barrier against the...” to read
“Provides/creates an invisible barrier to inhibit the...” deleting
the word “against” which implies heightened efficacy for this
microbiostatic compound.

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec. 6 (e).
Your release for shipment of the product constitutes acceptance of
these conditions.

CONCURRENCES
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TRANSMITTAL DOCUMENT

Submitter
BioShield Technologies, Inc. SciReg, Inc.*
4405 International Blvd., Suite B109 12733 Director’s Loop
Norcross, GA 30093 Woodbridge, VA 22192

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc.

Regulatory action in support of which this package is submitted

BST Protectant RTU 50 (EPA File Symbol No. 70871-U): response to EPA letter dated
July 15, 1999

Transmittal Date

June 20, 2000

Contents

Vol. 1 Administrative Materials

Company Official: James S. Damico

Company Name: SciReg, Inc.

Company Contact: James S. Damico  (703) 494-6500
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NOTE TO THE JACKET
70871-U and 70871-G
7/22/99

[tem no. 8 on label comments should have said: our lefi- o4 7| IS[ 99

“This product may be used on the following surfaces:”

Make this correction the next time this label comes in.

Tracy Eantz ﬁ

Team 31
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

delete all references to the word “protectant” and the associated word “protection.” Both of
these terms appear numerous times throughout your proposed label. Refer to the label of
70871-2 for acceptable claims.

2) In order to use the term “long-lasting”, this term must be defined. Does the treatment last
for one month? One year?

3) Your label may not refer to “Germs” unless those claims are supported by efficacy data
(which must be submitted, reviewed and accepted by the Agency) and your label lists the specific
organism(s) against which your product is effective.

4) The phrase “Not Destroyed or Removed by Repeated Cleaning” must be qualified. How
many cleanings may be performed without effecting the activity imparted by this product?

S) The claim “Removes Contaminants (That May Cause Allergies)” is inappropriate for this
product. This product does not “remove contaminates”, it inhibits the growth of bacteria and
mildew. A claim against allergies is considered a public health claim for which efficacy data must
be submitted, reviewed and accepted by the Agency.

6) Change the phrase “Eliminates Odors” to “Resists Development of Odors”.

7) Your proposed label lists several sites which we have identified as “new uses” for this
active ingredient. Any site for which this active ingredient has not previously been registered is
considered a new use and includes the following: Patio Furniture, Canvas, Vinyl, Fiberglass,
Wood, Plastic, Bath Mats, Pool Areas, Boats, Water Sport Equipment, Floor Mats, Concrete,
Car/Truck Interiors, Wallets, Driveways, Decks, Painted Surfaces, and Recreational Vehicles. The
following sites which do not agree with those listed on the label for 70871-2 are considered “new
uses” for the product: Shower Stalls, Toilet Areas, Walls, Countertops (not including food-
contact surfaces), Cabinets (not including food contact surfaces), Sinks, and Garbage Containers.
Due to the fact that your label lists these “new uses” for the active ingredient, your revised label
will go to science as a new use for this active ingredient for a determination as to whether any
additional data is needed or if any additional risk is posed by these uses. This type of review
would be quite lengthy and likely include additional label comments. Alternately, you may delete
these uses which are not in agreement with the label for 70871-2 and apply to add these new uses
at a later date if this product becomes registered. The present label does not contain enough
information to be sent to science for review.

Your label must provide the following additional information regarding these sites:
A. Many of these sites appear to be inappropriate for this type of product. For
example, why would you use this product to treat a wall or a driveway?
Explain your intentions in your cover letter.
B. For each of the new sites listed above, identify the pest against which your
product is treating.

CONCURRENCES
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

13)  On page two of the collateral labeling the statement “Good durability-BST Protectant 50
imparts durable, residual, broad spectrum, biostatic activity to the surface of a wide variety of
substrates.” must be revised as follows “Good durability- (NEW PRODUCT NAME) imparts
biostatic activity to the surface of a wide variety of substrates.”

Revise your collateral labeling to agree with the comments made above on the label.
Upon resubmission, the collateral labeling will be reviewed to determine whether it is in
agreement with your revised label for this product.

This letter does not constitute registration and this product cannot be lawfully marketed
until it is registered. The Agency obviously has numerous questions and concerns regarding this
application. Your answers and label revisions may result in further concerns and comments on the
part of the Agency. The agency reserves a full label review until the above issues have been
addressed. Submit five (5) copies of the revised labels for review.

Should you have any questions concerning this letter, please contact Tracy Lantz at
(703) 308-6415.

Sincerely,

(Ul

Velma Noble

Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division (7510C)

—1S10C T Lamz 77127997708 7T T-U CONCURRENCES

SYMBOL,
SURNAME

DATE

L e TP T T L L LR

dusnsntansslsssssss ssenetanssndintsssassstsns s ensestessdnasvacshav ‘FAmatassassasistansarstnassamesssae
sssnnan - -

---------------------
L A L e o LT T T T LT T e B P P P )

| - 02

" PA Form 1320-1A (1/90) Printed on Recycled Paper

OFFICIAL FILE COPY




103



104



105



106



"@)ows-jo }no Aejs ‘pauing jj Buuing E sanuoyine {e20] pue ajels Aq pamojie Ji ‘10 ‘uolelauioul 1o ‘jIpue|
Aueyues e ul Jo asodsip pue ainjound Jo mcto;_vcoom_ 10 mc__o>om_ _8 Jayo uay] "(usjeainba 10) m.wc:.m—acb .lesodsiq Jauiepod

‘Ayj1oey jesodsip ajsem panoidde ue je Jo 2_@ ud Jo Umwoan_nmn >mE uo:uoa S1U} Jo asn ayj wo.y mc;_vmnt.mWN

‘lesodsip pue abeioys Aq pasj Jo ‘pOO} ‘1ajem ajeutlBu0d Jou 0Q

IVSOdSId ANV 3OVHOLS

M < jes8sig Seionsed

‘PI8Iysolg
wouy Juswdiys Jo ajep 8y} WoJj SYUoW Z| JO 8l J8YS WNWIUIW e Sey QG Juejoaloid |Sg Pos) JO pooy ch%mzi pUE UBIP|IYD
0} 9|qISS800€UI Bale 81nd3s B Ul (4,2€) D.0 9A0ge pue (4,98) D.0E MOjaqg saulejuos pasolo Ajybn ‘jeutbuo u m_oum .mwmuonw apIonsad

107

jawdinbg podg Jajepn e

S3DIYBA [BUONEDIIBY o sjeog e

S3OBUNS pajuied (1oopynosicoput) sjflepn e

Y29 e Sealy [00d e

shemanuqg e slepyieg e

S)20G/sa0US sbnymoiy] o

sjayoer e jodies sjooplnQ/ioopul e

Buipoln e souqeq e

sJauiejuod abeqies) e Aoisjoydn e

SIBllepy o nseld e

SJUBLWIEaI} MOPUIAA o POOAA @

sauadesq e sse|biaqgi{ e

SHUIS RUIA o

(s@oepns 1oej1U0D POO) Buipnioul Jou) sjouIgR) e SBAUBD e
SIOLBUI YoNJ] fIeD) e SEaly }oll0] e

(seoepns joeju02-pooy Buipnioul Jou) sdousiuno) e s||e)S Jamoys e
3J2I0U0D) e SUIRLNY) JIoMOUS o

SIEN JOOI{ o ainjuinjojed e

:JUB}0R]01d JO SN JOj S|eusjew

pue sease Jo s3|dwex3 ‘sajesqns 0} uondajoid dljelsolqosdiw ‘wniads peoiq Bunsel-Buoy ‘fenpisal ‘ajqeinp pedwi 0) pasn 8q Ued g JUed3j0id 1SH

‘josedde ajewnjul S,USWOAN o
pue ‘A1aISoy S,USWOAA o
‘satadosd apransad pedwi jJou op syjopo Buidim ay) 032 'sdoj 19)unod ‘saysip
‘saoueldde ‘siooyy ‘'smopuim ‘sjlem ‘sied ‘ainyuiny Buiysem Jo Buysnp se yons sasodind sidiyinw oy pasn aq ued jey) syopd buidim sjqesodsiq e
'S90BHNS JOBJUOD POOJ-uoU 10} Jadedjjem-1aded (Auipn o

. 's1a)jy pue sbeq sauea|d wWNNoep e




108



109



110



111



112



113



114



115



116



70871-U, page 3 of 4

event that the pending reregistration review disagrees with the 2/7/92 review, a
resulting requirement will be given under the reregistration program.

The acute toxicity regulatory profile for BST Protectant 50 is summarized in the
table below.

Acute Oral Toxicity previously cited study (MRID 403852-01) \Y)

Acute Dermal Toxicity previously cited study (MRID 403852-01) 1]

Acute Inhalation Tox. cited study (MRID 411578-03) [

Primary Eye Irritation submitted study (MRID 447898-01) v

Primary Dermal Irritation | previously cited study (MRID 403852-01) ]

Dermal Sensitization previously cited study (MRID 421974-01) Non-sensitizer

PRODUCT LABELING

Based on the above acute toxicity profile, the required human-hazard and first-aid
label statements in accordance with the Label Review Manual are given below.

Signal Word: CAUTION

Precautionary statements to appear under the heading HAZARDS TO
HUMANS AND DOMESTIC ANIMALS:

CAUTION. Harmful if inhaled or absorbed through skin. Avoid

breathing vapor or spray mist. Avoid contact with skin, eyes or
clothing. Wash thoroughly with soap and water after handling.
Remove contaminated clothing and wash clothing before reuse.

Instructions to appear under the heading STATEMENT OF PRACTICAL
TREATMENT (or FIRST AID):

IF INHALED: Remove victim to fresh air. If not breathing, give
artificial respiration, preferably mouth-to-mouth. Get medical

attention.

IF ON SKIN: Wash with plenty of soap and water. Get medical
attention if irritation persists.
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4444444

Damico to Noble ! Co
March 18, 1999
p-2

f

sufficiently similar to BST Protectant 50. Instead, we wish to rely upon the study
utilized by EPA to satisfy the dermal irritation requirements for the AM 500 products
(MRID # 40385201). Again, because BST Protectant 50 is simply a water dilution of
the AM 500 products, we feel the cited dermal irritation study is applicable to this ... .
product Itis highly unlikely that additional animal testing will change the signall ~

We believe this submittal will satisfy the EPA’s outstanding issues relativc~t;o the
registration of BST Protectant 50. If you should have any questions regarding the enclosed

. ' materials or this letter, please call.
Sincerely,
\ James S. Damico
President
Enclosures

124




TRANSMITTAL DOCUMENT

Submitter
_ BioShield Technologies, Inc. SciReg, Inc.*
4405 International Blvd., Suite B109 12733 Director’s Loop
Norcross, GA 30093 Woodbridge, VA 22192

* SciReg, Inc. is the authorized agent for BioShield Technologies, Inc. ",

€t e s

Regulatory action in support of which this packége is submiited -

Response to EPA letter dated January 13, 1998; new product regiétﬁ*tion
(BST Protectant 50; EPA File Symbol 70871-U)

Transmittal Date

March 18, 1999

Contents'
Vol.1 Administrative Materials

Vol.2  Primary Eye Irritation Study in Rabbits (0.5% diluﬁon of BioShield product
44789801 AM 500) (Guideline 81-4; OPPTS 870.2400)

_ Company Official: James S. Damico

Company Name: SciReg, Inc.

Company Contact: James S. Damico  (703) 494-6500
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Regulatory action in support of which this package is submitted * -

Response to EPA letter dated January 13, 1998; new product registration
(BST Protectant 50; EPA File Symbol 70871-U) - -

Transmittal Date

March 18, 1999

Contents

Vol.1  Administrative Materials

Vol. 2 Primary Eye Irritation Study in Rabbits (0.5% diluﬁon of BioShield product
44789801 AM 500) (Guideline 81-4; OPPTS 870.2400)

_ Company Official: James S. Damico

Company Name: SciReg, Inc.
James S. Damico  (703) 494-6500

Company Contact:
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BioShield..

BioShield Technologies Inc.

January 27, 1999

Mr. Frank Sanders

Director, Antimicrobials Division (7510W)
Office of Pesticide Programs

US Environmental Protection Agency
401M Street

Washington, DC 20460

Dear Mr. Sanders: P

BioShield Technologies, Inc. hereby authorizes SciReg Inc., to act as its agent on all matters
involving pesticide registrations. .
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Bioshield Technologies, Inc.
4405 International, Suite B109 JIN
Norcross, GA 30093 13 1999

Subject: BST Protectant 50
EPA File Symbol No. 70871-U
Your Submission Dated September 12, 1997

Attn: Blane Dahl
. Registration Manager

The application for registration of the subject product is not acceptable. Required
materials as specified below must be submitted before processing of the application can be
completed.

Product Chemistry

The Confidential Statement of Formula (CSF) dated September 12, 1997 is in compliance
with PR Notice 91-2, it agrees with the label and is acceptable.  Please submit one year Storage
and Stability data to support claim “Disinfects up to one year”.

The claim “Contains no phenols, tin, heavy metals, lead, mecury or formaldehyde™ is not
acceptable and must be deleted. All other claims will be re-evaluated when additionsl data is
forwarded to the Agency.

Efficacy

Data submitted is insuffient. Agency need appropriate data to support the label claims.
Please send in sufficient material to be re-evaluated.
Xici view

Please refer to the Attachment entitled “Memorandum” for comments.

Because of the importance of your application, we would like to have your reply within
seventy-five (75) days. If you need additional time to reply or if you have any questions

concerning the com i Q8.
CONCURREMNCES
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Sincerely,

M
Velma Noble
Product Manager 31

Regulatory Management Branch 1
Antimicrobial Division (7510W)
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used in cleaning products, textile and building treatment
products, and a variety of manufactured items. The applicant has
submitted a request for waivers of all product acute toxicity
testing, and has cited several studies to show that existing data
are sufficient to support registration.

DISCUSSION

According to a December 4, 1997 EPA memorandum from Timothy
McMahon to Velma Noble, the following data is available for the
active ingredient contained in these products. The memorandum
notes that these tests were conducted on a 50% formulation.

Study Type MRID No. Tox. Category
Acute Oral Toxicity 403852-01 IV
Acute Dermal Toxicity 403852-01 III
Primary Eye Irritation 403852-01 I
Primary Dermal Irritation | 403852-01 III

The subject products are water dilutions of a product resembling
the product for which the studies cited in this memorandum were
submitted. The dilution factors are rather large.

In support of registration of the subject products, the applicant
has cited the above MRID 403852-01 and several additional studies
also: 424565-11 (acute oral toxicity), .432199-01 (acute dermal
toxicity), 411578-03 (acute inhalation toxicity), 932180-47 and
424565-13 (primary dermal irritation), and 421974-01 (dermal
sensitization). Of these, according to our records, the acute
“oral toxicity study, MRID 424565-11, has been reviewed previously
with a Toxicity Category IV result (LDs, = 12.27 g/kg), which is
in agreement with the result in the list above. Because this is
the Category of lowest toxicity, Category IV can be assigned to

" the subject products.

The acute dermal toxicity study with MRID No. 432199-01 is also
not being reviewed for this memorandum. The study listed above
with MRID No. 403852-01 was assigned Category III for acute
dermal toxicity, and this Category can be assigned to the subject
products for labeling purposes.

Based on a cursory review of the acute inhalation study, MRID No.
411578-03, the number and spacing of the dose concentrations were
not appropriate for the calculation of an LCs;,. Two dose
concentrations were used (both within the Toxicity Category II

Page 2 of 4
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Acute Effect

- Acute Oral Toxicity

Acute Dermal Toxicity
Acute Inhalation Toxicity
Primary Eyé Irritation
Primary Dermal Irritation

Dermal Sensitization

Category
1Y

ITT (assigned)
Study is required
Study 1is réquired

Study is required

Non-sensitizer (tentative)

The precautionary labeling requirements for the subject product

will be determined once the acute toxicity data requirements have

been fulfilled.

Page 4 of 4

153



154



155



INTRODUCTION:

The submission by the applicant includes: product chemistry data, product ‘s CSF about the basic
formulation dated 09/19/97and a label (EPA received date: 09/15/97).The applicant seeks registration
for the end-use product (EP) under FIFRA Section 3.

FINDINGS:

1. The source Al is not registered; however, data on Al was submitted 5/14/97.

2. - The CAS # of the Al was incorrectly reported as 27668-52-0; the correct
CAS #is :27668-52-6. '

3. The product is formed by a non-integrated formulation system: no chemical reaction was
reported to have taken place, as claimed by the applicant.

A, The submitted product chemistry data ia adequate and support the registration requirments for
this product.

5. Analytical Method for Enforcement of Limits of the Al ( Springborn Laboratories Protocol #
102196/830:6317/Bioshield) were included with the submission; it was reviewed and found adequate.
MRID#: 443762-02

6. The ingredient statement, the physical/chemical hazard statement and the storage and disposal
statement cited on product label, EPA received 9/15/97, satisfy 40 CFR §156.10.

v7. The submitted product’s CSF’s basic formulation dated 9/12/97 are adequate and satisy the
requirement of PR-Nitice 91-2 on nominal concentrations.
8. Description of Formulation Process were included in the submission: MRID#: 443762-01
9. Product chemistry data were included in the submission and were found adequate in support

of registration of this end-use product. MRID#: 443762-03

CONCLUSIONS:

1. Pending registration of the Al { 3-(trimethoxy silyl)propyl dimethyl octadecyl ammonium
chloride}, we will have no objection to register this product.
v2. The applicant has satisfied the product chemistry for a-Section 3 FIFRA registration

DETAILED CONSIDERATIONS

REVIEW OF PRODUCT CHEMISTRY DATA:

Group A: Series 830-Product Identity, Composition and Analysis.
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This application package 1s formatted in accordance with PR Notice 86-5 and contains
the following required information to support the registration of BST Protectant 50:

I Transmittal Document (this letter);
Administrative Application for Registration (EPA Form 8570-1),
Material CSF for BST Protectant 50 (EPA Form 8570-4),
BST Formulator’s Exemption Statement (EPA Form 8570-27),

Protectant 50 Data Matrix;
Matenal Safety Data Sheet;

Certification With Respect to Citation of Data Form (EPA Form 8570-29);

Proposed Draft Labeling for BST Protectant 50 (5 copies); and
BioShield AM 500 I labeling (1 copy).

. Three copies of the following data and information are being submitted:

4437620

Description of Beginning
Materials and the Manufacturing
Process (61-2); and

Discussion of Formation of
Impurities (61-3)

I Series 62 - ‘ Certification of Limits (62-2); and
49376202 Analytical Method for
‘ _ Enforcement of Limits (62-3)
’ IV 63-2, 63-3, Product Chemistry Studies (Color,
- 63-4, 63-7, 43276203 Physical State, Odor, Density, pH,
63-12, 63-18 4 Viscosity)
\Y% Series 81 Waiver Request of Requirement
Admir for Further Testing for BST

Protectant 50

BioShield will address shortly the following data requirements for BST Protectant 50:
preliminary five batch analysis (EPA Guideline # 62-1), storage stability (E2A Guideline #
63-17), corrosion characteristics (EPA Guideline # 63-20), and efficacy (as requnred te

support the proposed label claims).

Jellinek, Schwartz & Connolly, Inc. JSC
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If you have any questions about this application, please contact me at (703) 312-8531
or Kimberly Lowe at (703) 312-8539.

Sincerely,

AL

ane Dahl
Registration Manager
Jellinek, Schwartz & Connolly, Inc.
Authorized Representative of
BioShield Technologies, Inc.

Enclosures

¢! Joachim Berkner, BioShield Technologies, Inc.

Jellinek, Schwartz & Connolly, Inc. JSC
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Paperwork Reduction Act Notice

The public reporting burden for this collection of information is estimated to average 1.5
hours per response, including familiarization with the form, organizing the necessary
information, and completing the form. Send any comments regarding the burden estimate
or any other aspect of this collection of information, including suggestions for reducing this
burden to: ’

Chief, Information Policy Branch, PM-223
U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, DC 20460

and to.

- Office of Management and Budget
Paperwork Reduction Project (2070-0060)

Washington, DC 20503
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Form Approved. OMB No. 2070-0060. Approval Expires 11-30-93

United States Environmental Protection Agency
Washington, DC 20460

o~
\vEPA Formulator's Exemption Statement

(40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number

BioShield Technologies, Inc. 70871~

4405 International Boulevard, Suite B109 Product Name

Norcross, GA 30093 BST P %0
P rotectant ’ -

Date of Confidential Statement of Formula (EPA Form 8570-4)
September 12, 1997

As an authorized representative of the applicant for registration of the product identified above, | here certify that:

(1) This product contains the following active ingredient(s):

3~ (trimethoxysilyl) propyldimethyloctadecyl ammonium chloride
[CAS# 27668-52-0]

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which is regstered under FIFRA Section 3, is purchased by us from another producer, and is labeled

for at least each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:

X (A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified product is
attached to this statement. That formula statement indicate, by company name, registration number, and
product name, the source of the active ingredient(s) listed in paragraph (1).

OR
(B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with the EPA
is complete, current, and accurate and contans the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

l Source

Active Ingredient Product Name Registration Number
3= (trimethoxysilyl) BSTL2rotectant S50 70871~-E
propyldimethyloctadecyl BioShield AM 500 I

ammonium chloride
[CAS# 2 7668-52-01

Hdd
!

L
St
sen
: o3
Signature Name and Title DLtalie Danl, JoL, Date

’16"/ 5/ N A / Auth. Rep. of BioShield Sept. 12, 1997
yd M ’14 i, S l'echnologies, Tnc

Yellow - Applicant copy] 65

EPA Form 8570-27 (Rev. 7-91) White - EPA copy




Paperwork Reduction Act Notice

The public reporting burden for this collection of information is estimated to average 1.5
hours per response, including familiarization with the form, organizing the necessary
information, and completing the form. Send any comments regarding the burden estimate
or any other aspect of this collection of information, including suggestions for reducing this
burden to:

Chief, Information Policy Branch, PM-223
U.S. Environmental Protection Agency
401 M Street, S.W.

Washington, DC 20460

and to
Office of Management and Budget
Paperwork Reduction Project (2070-0060)
Washington, DC 20503
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VOLUME V

Series 81

Waiver Request of Requirement for Further Testing
for

BST Protectant 50
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substantially reduced. Therefore, potential health hazards of BST Protectant 50 are not
of any concern.

Basis for Waiver Request:

Existing Data

Acute toxicity studies on DOW CORNING 5772 exist in various animal
species. The studies described below represent some of the critical studies
conducted with this active ingredient. These studies have been accepted by
EPA during reregistration of the active ingredient in DOW CORNING 5772.
BioShield has been granted permission by Aegis (the present owner of the
registration for DOW CORNING 5772) to cite these data in an acute toxicity
waiver request in lieu of repeating the studies. No additional new information
on acute toxicity of DOW CORNING 5772 would be generated by conducting
these studies again with a significantly diluted formulation. These data may
represent a worst-case scenario of exposure to BioShield’s BST Protectant 50.
The following is a list of studies that BioShield is citing:

MRID 40385201 Hobbs, E. (1973) Acute Toxicologic Properties of Dow
Corning Q9-5700: Laboratory Project ID: AD-0003. Unpublished
compilation prepared by DOW CORNING CORP.

MRID 42456511, Devries, C.; Siddiqui, W. (1983) Acute Oral Toxicity of
DOW CORNING 5772 Antimicrobial Agent: Project X9-6346.
Prepared by DOW CORNING CORP. '

MRID 43219901, Devries, C.; Siddiqui, W. (1983) Acute Dermal Toxicity of
DOW CORNING X9-6346 (DOW CORNING 5772 Antimicrobial
Agent): Lab Project Number 4211-3. Unpublished study prepared by
DOW CORNING CORP.

MRID 41157803, Kolesar, G., Siddiqui, W_, Staton, E. (1985) An Acute
Aerosol Inhalation Toxicity Study w1th DOW CORNING 5772
compound in Rats: Report No. 1312. Unpublished study prepared b&..
DOW CORNING CORP. seeee

MRID 93218047, Dwane, M. (1990) DOW CORNING CORP. An-écute o see
Dermal Irritation Study of DOW CORNING 5772 Antifrti3ttbial Agent‘

Project X9-6346. Prepared by DOW CORNING CORB! .

Jellinek, Schwartz & Connolly, Inc. _ISC
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APPROVED USES

BST Protectant 50 is approved as a sanitizer and microbiocide for use in laundry, carpet treatment,
upholstery and drapery treatment, and building cleaning and treatment.

BST Protectant 50 can be used to impart durable, long-lasting, antimicrobial protection to substrates for
the following applications:

o Airfilters for furnaces, air-conditioners, air purification devices, automobiles, recirculating air
handling systems;
Air filters/materials;
Aquarium filter material,
Bed sheets, blankets, and bedspreads;
Buffer pads (abrasive and polishing);
Carpets and draperies;

- Fiberfill for uphoistery, sleeping bags, apparel, etc., where the fiber is cotton, natural down, nylon,
polyester, rayon, or wool;
Fiberglass ductboard;
Fire hose fabric;
Humidifier belts;
Mattress pads and ticking;
Men's underwear and outerwear;
Non-woven disposable diapers;
Non-woven polyester;
Outerwear apparel;
Disposable polyurethane foam cushions for Lapidus Airfloat Systems;
Polyurethane foam for household, industrial, and institutional sponges and mops;
Polyurethane and polyethylene foam, when covered;
Polyurethane foam for packaging and cushioning in non-food contact applications;
Polyurethane foam used as a growth medium for non-food crops and plants;
Pre-moistened towelettes and tissue wipes (these do not impart pesticidal properties);
Roofing materials - defined as shingles, roofing granules, wood shakes, felt, stone and synthetic
overcoats;
Sand bags, tents, tarpaulins, sails, and ropes;
Athletic and casual shoes;
Shoe insoles;
Shower curtains;
Socks comprised of nylon, nylon/orlon, cotton/nylon, linen/Lycra, acrylic/polypropylene/nylon/Lycra,
wool/silk/nylon/Lycra and wool/acrylic/nylon/Lycra; provides residual self-sanitizing activity against
athlete’s foot fungus (Trichophyton mentagrophytes) on the sock, durable for up to 10 repeated
washings; prevents 99.9 percent of the growth of athiete’'s foot fungus on the sock;
Throw rugs;
Toweling made of 100 percent cotton, 100 percent polyester, and blends of the two fibers;
Toilet tank and seat covers;
Umbrellas;
Upholstery made of acetates, acrylics, cotton, fiberglass, nylon, polyester, polyethylene, polypleﬁns
polypropylene, rayon, spandex, vinyl, and wool; ctes’
Vacuum cleaner bags and filters; eeccse o

Vinyl paper-wallpaper for non-food contact surfaces; N N S et

» Disposable wiping cloths that can be used for multiple purposes such as dusting oravaghing fumiture,
cars, walls, windows, floors, appliances, dishes, counter tops, etc.; the wiping cloths to not lmpan‘.

pesticide properties; °ec. ¢
Women's hosiery; and et o :.
e« Women'’s intimate apparel. “etee’
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DESCRIPTION

AM 500 | is BioShield's designation for 3-(trimethoxysilyl) propyloctadecyldimethyl ammonium chloride
containing 5 percent active ingredient by weight. Alkoxysilanes of this nature have been shown to form
durable bonded coatings to a number of materials (see “References” section).

AM 500 | offers users the following features:

« Good durability—BIOSHIELD AM 500 | Antimicrobial Agent imparts durable, broad-spectrum,
biostatic activity to the surface of a wide variety of substrates; it is leach-resistant and nonmigrating
and is not consumed by microorganisms.

« Broad-spectrum activity—effective against gram positive and gram negative bacteria, fungi, algae
and yeasts; antimicrobial action is exhibited on contact.

« Increased efficiency—through proper application, durable bacteriostatic, fungistatic and algistatic
surfaces can be attained with a minimum amount of AM 500 |.

BENEFITS

The following benefits are derived when a formulation containing the active ingredient is applied to a
surface:

Provides hygienic freshness and combats deterioration caused by bacteria, fungi, algae, and yeasts.

« Inhibits growth of bacteria and mildew on the treated article.

« Prolongs the life of a article by inhibiting the growth of bacteria and mildew.

« Provides a durable, residual, antimicrobial treatment that is not destroyed by repeated cleaning.
* Resists development of bacterial and fungal odors.

+ Retains freshness by resisting the growth of odor-causing bacteria and mildew (fungus).

« Provides a chemical treatment that enables fabrics to resist odors.

« Provides a unique chemical treatment that resists mildew and bacteria growth and imparts odor
resistance.

« Contains no phenols, tin, heavy metals, lead, mercury, or formaldehyde.

« Product performance with little degradation up to 375°F.

Materials treated with formulations containing the antimicrobial agent AM 500 | are preserved by the
bacteriostatic, fungistatic and algistatic action imparted by the active ingredient. AM 500 | inhibits the
growth of microorganisms that are responsible for causing odor, discoloration and deterioration. It cl33
provides residual inhibition of microorganisms to aid in the control of these deleterious 2:facis. AM 5G0 |
forms a coating on a wide variety of substrates and antimicrobial action is exhibited oi. contact.
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"Pages 248-251 Confidential Statement of Formula may be entitled to confidential treatment™





